Sheryl P. Walter Declassified/Released US Department of State EO Systematic Review 20 Mar 2014 


UNCLASSIFIED 

PAGE 01 STATE 198892 
ORIGIN HEW-06 


Message Text 


INFO OCT-01 ARA-14 ISO-OO OES-09 COME-OO /030R 


DRAFTED BY DHEW/FDA: JRWEINROTH, M.D.:VO 
APPROVED BY OES/ENP/EN: BLONG 
DHEW/PHS/OASH/OIH: MKEFAUVER 
ARA/CEN AWILSON(INFO) 

124821 080201Z/61 

R 07203 1Z AUG 78 

FM SECSTATE WASHDC 

TO AMEMBASSY SAN SALVADOR 


UNCLAS STATE 198892 


E.O. 11652: N/A 


TAGS: OTRA, OGEN. ETRD, EIND. TBIO, ES 

SUBJECT: FDA REPRESENTATIVE PROVIDING CONSULTATIVE AND 
TECHNICAL ASSISTANCE TO PLASMA BAG MANUFACTURING FIRM 

1 . FDA ADVISES THAT PAUL F. SHATTO, CONSUMER SAFETY 
OFFICER, OFFICE OF THE EXECUTIVE DIRECTOR FOR REGIONAL 
OPERATIONS WILL BE IN EL SALVADOR AUGUST 22-25, 1978. 

2. MR. SHATTO WILL VISIT DELKA S.A. TO DETERMINE IF THE 
FIRM'S FACILITIES AND OPERATIONS ARE IN ACCORDANCE WITH 
CURRENT GOOD MANUFACTURING PRACTICE REGULATIONS AND WILL 
REPORT ANY SIGNIFICANT DEVIATIONS WHICH WOULD HAVE AN 
ADVERSE EFFECT ON THE SAFETY AND/OR EFFICACY OF PLASMA BAGS 
BEING IMPORTED INTO THE UNITED STATES. 


3. ASSISTANCE OF EMBASSY WILL NOT BE REQUIRED. CHRISTOPHER 
UNCLASSIFIED 


NNN 
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